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We would like to thank the Board
for this opportunity to present our
concerns and we support ELAP’s
efforts to improve operations
implement a uniform accreditation
standard in the State.
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The ERP is Proposing that All
Laboratory be TNI Compliant and
that ELAP use Third Party Assessors
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» CAL represents both Publically Owned and Privately
Owned Laboratories, from the Very Large to the Very
Small.

e This is not a “Small Lab” Issue
* This is not a “Public Lab” Issue
« TNl and TPAs impact all laboratories
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; EFFICIENCY 02 WATER RINATION.

By . F. Langelier, Cheaist and gacteriologist.

June 30, 1923.



as of June 14, 1956,
Ton-Commercjgl Lnboraborieg
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Determinations covered by
ertificate An ]

Com- Cer- Com- Cer-
County Hame Date nlete tain  plete tain
and of . spproval Bacterio- Bacterio- Chemi- Chemi-
city laboratory : given logical logical® cal cal¥
ALALEDA
Oakland Last Bay MHuni.Utility Dist.,
Vater Lab, San., and Pumping
Section 9-18-52 X X
East Bay Iuni,Utility Dist.,
Lab of Sewage Disp. Div. 5-14-53 X X
CONTRA COSTA
Antioch Antioch Water Trmt. Plant
Lab., b-21-52 X X
Oakley Oskley County ¥ater Dist, - 2-21-56 X X
Pittsburg Pittsburg Huni, Vater Works,
Filtration Plant Lab. -1-31-52 X X
HUI'BOLDT
Fureks Parkside Lab,,City of Pureka 9-22-55 X X
1O0S AIGTLES
Beverly Hille Beverly Hills ¥ater Dept.Lab 2-18-52 X X
Harbor City County Senit.Dists. of L.A. 1-16-56 X X
Lalevood Lakewood Water and Power Co. :
Laboratory 8-17-55 X
La Verne F.E.Veymouth lem., Softening
X X

and Filtr. Plant Lab, 4-30-52
‘Los Angeles L.A.City Dept. of Water and



Why are Laboratories Ac

» “Reliable laboratory data on water are

necessary to ensure a safe water supply an
enable the Department of Public Health to
carry out its responsibilities...”

» California Register Vol. 25, No. 2 July 28, 1951

{
¥TLE 17 WaTER LABORATORIES 87
‘{Register 25, No;'2-~7:28-51)
]

r

Group 6. Water Laboratories
Article 1. Need and Authority for Approval

1174, General Provisions. Reliable laboratory data on water are
ecessary to ensure a safe water supply and enable the Department
fof Public Health to carry out its responsibilities as set forth in (a) the
Hlealth and Safety Code, Division 1, Part 1, Chapter 2, Article 1, and
iDivision 5, Part 1, Chapter 7, Article 1, and (b) the New Interstate
‘Quarantine Regulations, CFR, Title 42, Chapter 1, Part 12, Subpart D.
Data provided by a laboratory other than one operated by. a govern-
mental public health agency shall be accepted by a governmental publie
health ageney only when the laboratory bas received approval from the
Department of Public Health upen an application, as herein provided.

NoTe: Authority éited for (roup 6: Health and Safety Code, Division 1, Part

1, Chapter 2, Article 1, and Division 5, Part 1, Chapter 7, Article 1; and the New

‘Interstate Quarantine Regulations, CFR, Title 42, Chapter 1, Part 12, Subpart _D.

History: 1. New Group 6 (§§ 1174-1184) filed 7-27-51; effective thirtieth day
thereafter {Register 25, No. 2).
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What Does ELAP M

» Review of Documents submitted _—=—-_|
oy Laboratories

» Review of Results from
Performance Testing Samples

» Conduct an On-Site Assessment
(OSA)

» Collect a Fee

> Issues a Certificate of
Accreditation (or Not)
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What Does ELAP Look f\‘@
Application and OSA?

» Are there the proper facilities and
staff?

» |s there the proper equipment?

» Are there the proper chemicals?

pH Electrode Calibration Curve

» Are the proper procedures
followed?




What Does ELAP Look f

Samples?
» Laboratories Analyze PT Samples

* The Quantity is Unknown .
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* The Laboratory has to Participate ana
get the Correct Value

*“::ﬂ

 There are over 700 Labs, 4400 FOTs,
Tens of Thousands of Individual Results



TNI




What is TNI?

It is Collection of Supplemental (
Requirements that do not alter the Test '\,
Methods required by Law but provide
additional policy, record keeping, and
reporting documentation.




Management Requirements

* Requirement4.1.5c

Does the laboratory have policies and procedures to ensure the
protection of its clients' confidential information and proprietary
rights, including procedures for protecting the electronic storage

and transmission of results?
MANAEEMBEN




Purchasing Requirements

* Requirement4.6.2-3-4

Does the laboratory ensure that supplies & services comply with
specified requirements?

$




Hundreds of Requirements

Section Text 1
4.0 Management Requirements
4.1 Organization
411 The laboratory or the organization of which it is part shall be an entity that can be held legally responsible.
4132 It is the responsibility of the laboratory to carry out its testing and calibration activities in such a way as to meet the requirements of this International Standard and to satisfy the needs of the customer, the regulatory authorities
413 The management system shall cover work carried out in the laboratory's permanent facilities, at sites away from its permanent facilities, or in associated temporary or mobile facilities.
414 If the laboratory is part of an organization performing activities other than testing and/or calibration, the responsibilities of key personnel in the organization that have an invelvement or influence on the testing and/or calibration a
415 The laboratory shall:
415a have managerial and technical personnel who, irrespective of other responsibilities, have the authority and resources needed to carry out their duties, including the implementation, maintenance and improvement of the
415b have arrangements to ensure that its management and personnel are free from any undue internal and external commercial, financial and other pressures and influences that may adversely affect the quality of their work;
415¢ have policies and procedures to ensure the protection of its customers' confidential information and proprietary rights, including procedures for protecting the electronic storage and transmission of results;
415d have policies and procedures to avoid involvement in any activities that would diminish confidence in its competence, impartiality, judgment or operational integrity;
415e define the organization and management structure of the laboratory, its place in any parent organization, and the relationships between quality management, technical operations and support services;
415f specify the responsibility, authority and interrelationships of all personnel who manage, perform or verify work affecting the quality of the tests and/or calibrations;
415g provide adequate supervision of testing and calibration staff, including trainees, by persons familiar with methods and procedures, purpose of each test and/or calibration, and with the assessment of the test or calibration results;
415h have technical management which has overall responsibility for the technical operations and the provision of the resources needed to ensure the required quality of laboratory operations; |
415i appoint @ member of staff as quality manager (however named) wha, irrespective of other duties and responsibilities, shall have defined responsibility and authority for ensuring that the management system related to quality is imj|
415j appoint deputies for key managerial personnel
415k ensure that its personnel are aware of the relevance and importance of their activities and how they contribute to the achievement of the objectives of the management system.
416 Top management shall ensure that appropriate communication processes are established within the laboratory and that communication takes place regarding the effectiveness of the management
417 Additional Requirements for Laboratories
4171 Where staffing is limited, the technical manager and the quality manager may be the same person.
417 1+a The laboratory's quality manager and/or his/her designee(s) shall:
417.1a serve as the focal point for NQC and be responsible for the oversight and/or review of QC data;
4171b have functions independent from laboratory operations for which they have QA oversight;
4171c be able to evaluate data objectively and perform assessments without outside {e.g., managerial) influence;
417.1d have documented training and/or experience in QA/QC procedures and the laboratory's quality system;
4171e have a general knowledge of the analytical methods for which data review is performed;
4171fF arrange for or conduct internal audits as per Section 4.14 annually;
4171g notify laboratory management of deficiencies in the quality system; and
4171h monitor corrective actions.
4172 The laboratory's technical manager|s), however named, and/or his/her designee(s) shall:
4172a be a member of the staff of an environmental laboratory who exercises actual day-to-day supervision of laboratory operations for the appropriate fields of accreditation and reporting of results;
4172b be experienced in the fields of accreditation for which the laboratory is seeking accreditation;
41732c have duties that include:
4172ci monitoring standards of performance in QC and QA, and
417 2cii monitoring the validity of the analyses performed and data generated in the laboratory to assure reliable data.
4172d not be the technical manager{s) of more than one accredited environmental laboratory without authorization from the primary Accreditation Body
417.2d+a Circumstances to be considered in the decision to grant such authorization shall include:
417.2di the extent to which operating hours of the laboratories to be directed overlap,
4172dii adequacy of supenvision in each laboratory, and
4172diii the availability of environmental laboratory services in the area served.
4172e if absent for a period of time exceeding fifteen [ 15) consecutive calendar days shall designate another staff member meeting the qualifications of the technical manager|s) to temporarily perform this function.
417 2e+a If this absence exceeds thirty-five (35) consecutive calendar days, the primary accreditation body shall be notified in writing; and
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Florida and New

compulsory fashion, TNI has resulted M
the number of accredited laboratories J
decreasing, mainly smaller laboratogfes,
both government and private. The ¢
to all laboratories increased and to the -
accreditation program.

Where it has been applied in a }\/

19



TNI Minus
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Whittling Dow

» This was discussed at the October
2016 Board Workshop

* We were told that ELAP would “whittle
down” the TNI requirements

* We would be working with “TNI Min
or “TNI Lite”

21
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TNI Plus \w\ \

» The Current Proposal from ELAP

* Only Deletes Five Items

+ It adds an Additional 50 or so Items in the ‘
form of “Modifications” |

e However ELAP and the ERP do not want 4
actually change anything in the TNI
documents themselves.

* This means the proposal is actually “TNI Plus”

22



How Would This

» TNI is Copyrighted and not Publically
Available

 How would this be Incorporated into
Regulation?

 How would these Modifications be
incorporated if the TNI documents are not
be changed?

 Some Modifications Contradict TNI
Requirements

23



Third Party Assessor



Why Does ELAP Need TPAs?
»ELAP’s Position is that they are Unable to
Conduct OSA’s with Current Staff

 ELAP’s Authorized Budget and Staff is About
the Same Today as in 2001-02

 ELAP Was Able to Conduct OSAs at Close to
the Required Frequency of Every Two Years in
2001 -02

* Why not now?

25
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HHE 71
4260 DEPARTMENT OF HEALTH SERVICES—Continued
FRe 20— 20—z
REVENUES AND TRANSFERS
Revenues:
125600 Other regulatony fo0S. ...t ciie e iiaeananns 2,268 2513 1445
150300 Income from surplus money INVeStMENts ... ... .. ... ccoiiiiaminnaninnan 84 41 41
Totals, Revenues and Transfers. ...........ocooiiiiiiiiiiiiciciininaciee. Siaed $2.352 $2.554 $3.486
Totals, Resources ...........cccevivnnns BTN D O TG ST By Ot R SF P $3.699 §$3.526 $4.11

3940 State Water Resources Control Board

FUND CONDITION STATEMENTS

2014-15* 2015-16* 2016-17*
REVENUES, TRANSFERS, AND OTHER ADJUSTMENTS
Revenues:
4129200 Other Regulatory Fees 1.708 2,778 3,465
4163000 Investment Income - Surplus Money Investments 2 2 2
Total Revenues, Transfers, and Other Adjustments $1.710 52 T80 53 467
Total Resources 52432 52,942 53,471



HEALTH AND HUM AN SERVICES HHS 35
4260 DEPARTMENT OF HEALTH SERVICES—Continued
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Why Does ELAP Need TPAs?

»ELAP has a Long History of being Unable
to Adequately Supervisor Assessors

* [f ELAP Cannot Adequately Supervise their
Own Staff, How can they Supervisor
Contractors and Staff?

»If ELAP is Unable to Hire and Retain
Adequate Staff, How would Contractors
be Able to do so?

28
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ELAP and PT SampM\ |

» All Laboratories Analyze PT
Samples =
 There are over 700 Labs, 4400 FOTs, -

Tens of Thousands of Individual
Results

e ELAP is Currently Evaluating PT
Samples Manually

* This very inefficient and labor
Intensive






Fees

» ELAP Fees Doubled Over the Last 18
Months

* This was just to be able to fund ELAP current
program

* Using TPAs could easily Double Fees again

* TNI Requires a Great Deal more Labor for
both the Laboratories and ELAP

* TNI will drive up fees as well

32



Conclusions
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What Does ELAP M

> Review of Documents submitted ——==-_{

by Laboratories? =

» ELAP Reviews Performance
Testing Samples by Hand it

> ELAP Cannot Conduct OSAs -

> Issues a Certificate of
Accreditation?
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Can ELAP Handle TNI

» ELAP is Barely Doing the Minimum
Right Now, Even After Doubling our

Fees
* Can they really handle TPAs and TNI?

* These Proposals can only Result in Much
Higher Fees and Less Efficiency

* Higher Fees and Regulatory Burden will
impact the viability of many laboratories




